LF 01: Recruitment

ave

star

Study: OPP1120972

Date of recruitment/ Name of the school: o

g)eﬁfﬁ‘;};q N L7 [2]of1]7] School ID (SXX): HER
Isél:)jfiger Name of the subject E;tf;;eard/ Age | Sex }:tlzlravlfewer Selected for | 110 of Follow-Up
XXXXX) XX XX) | /F) | Kxy) Follow-Up

B[R [ ] O || o | oo |8 e |0 O R0
R[] O Mo oo g e |0 EROE
B[R 1 O || o| oo |8 e | O R0
B[R [T O || o| oo |8 e |00 R0
B[R T O |to| o | oo |5 e | O R0
B[R [ [ O || o| oo |8 e | O RO
R[] T M| o| oo |5 e |00 ERE
B[R 1 O oo | oo |8 e | O R0

* Mark YES if the subject tested positive for STH on any of the diagnostic test used. These subjects will need to be tested during follow-up visit.

Signature investigator:

Date DD/MMM/YYYY): [ [ ]/ [T ]/]




LF 02: Stool preservation

VAVaLH:
worms

Study: OPP1120972

Initials of person

SbelD | Dat ot preratn
(XXX)
(s [rR] [ [ JJLLJ/LL T Js[200f1]7]|[] Baseline [ ] Follow-up L]
(s Ir[ [T LI J/LL T/ [2]0]1]7]|[ ] Baseline [ ] Follow-up LI 1]
(s Ir[ [T LI J/LL T/ [2]0]1]7]|[ ] Baseline [ ] Follow-up LI 1]
(s [rR] [ [ JJLLJ/LL T Js[200f1]7]|[] Baseline [ ] Follow-up L]
(s Ir[ [T LI J/LL T/ [2]0]1]7]|[ ] Baseline [ ] Follow-up LI 1]
(s Ir[ [T LI J/LL T/ [2]0]1]7]|[ ] Baseline [ ] Follow-up LI 1]
(s [rR] [ [ JJLLJ/LL T Js[200f1]7]|[] Baseline [ ] Follow-up L]
(s Ir[ [T LD J/LLT )/ [2]0]1]7]|[ ] Baseline [ ] Follow-up LI 1]
(s Ir[ [T LI J/LL T/ [2]0]1]7]|[ ] Baseline [ ] Follow-up LI 1]
(s [r] [ [ JJLLJ/LL T J/[200f1]7]|[] Baseline [ ] Follow-up L]

Signature investigator : Date (DD/MMM/YYYY) HEREEEREEEN




RF 01: Kato-Katz Preparation VAVAL . Study: OPP1120972
D Baseline D Follow up

Number of .
Batch ID Date of preparation samples in Time to prepare the lIaI;)lttlsglzifctil;fl Comments
(XXXX) (DD/MMM/YYYY) batch (XX) slides (min:sec) XXX
(min 5, max 10)* ( )
B / /121017
B / /121017
B / /121017
B / /121017
B / /121017
B / /121017
B / /121017
B / /121017
B / /121017

* The goal is to process batches of 10 samples. For batches that consist out of less than 5 samples no timing procedures are required.

Signature investigator: Date (DD/MMM/YYYY): ‘ ‘ ‘/‘ ‘ ‘ \/\ \ \ \ \




RF 02: Kato-Katz Examination NS |58 me Study: OPP1120972
Date of examination (DD/MMM/YYYY): [T/ [ TT]/[2d1]7 | | Baseline | | Follow up
Subject ID Slide ilcl::fze:g(:gfs TS:;; :f);re(;gs Holjll(lv[:,l(?ri; (::ggs Time to read slide In;g:::ﬁ(:lfetrhe Selected for stool
. ion? *
(LAXXX) A/B (XXXX) (XXX) (XXX) (min:sec) (XXX) preservation?
A
B | R Yes No
B
A
B | R Yes No
B
A
B | R Yes No
B
A
B | R Yes No
B
A
B | R Yes No
B

* During baseline examination, only stool samples found to contain at least 13 eggs on duplicate Kato-Katz or at least 15 eggs on Mini-FLOTAC
for at least one of the three STH need to be preserved. During follow-up examination, all samples need to be conserved (See SOP 11).

Signature investigator:

Date (DD/MMM/YYYY)

/

/

2

0

1

7




Date of Quality Control (DD/MMM/YYYY):

RF 03: Kato Katz Quality Control

VAVaEH:
worms

L r[2fof1]7]

Study: OPP1120972

Number of Ascaris eggs Number of Trichuris eggs Number of Hookworm eggs
X ) (XXX) (XXX) Initials of
Subject ID .
()I(IXJXXX) Slide Quality . Meeting | Quality . Meeting | Quality . Meeting 2
control First quality | control First quality | control First quality examiner
exam. exam. criteria®* | exam. exam. criteria* | exam. exam. criteria® | XXX)
A ol B o oolrmlE S | ool E | o
|:| No |:| No |:| No
[BIR | | |
B |2 ool B e oo B Y| oo
I:l No I:l No |:| No
A i 2 o oolomlE oo ool E | oo
|:| No |:| No |:| No
[B[R[ [ [ ]
oY ol B e oo e B Y | oo
I:l No I:l No |:| No
Comments:

*No false negatives/positives; difference in egg counts: <10 eggs difference when the total number of eggs counted <100 eggs (not eggs per
gram of stool, but number of eggs counted under the microscope) or <20% when more than 100 eggs are counted. If sample does not meet
these quality criteria, please follow the protocol described in SOP 10.

Signature investigator :

Date (DD/MMM/YYYY):

LI/ Jr2fof1]7]




RF 04: Mini-FLOTAC preparation NS |56 ms Study: OPP1120972
| |BL | |FU

SOP 07, Section 4.2: Preparing a

Number of samples batch of stool samples

Batch ID Date of preparation in batch Comments
(BXXX) (DD/MMM/YYYY) (min S - max 10) Initi
nitials of the lab
(XX) Time (min:sec) technician
(XXX)

L[] / /l2]of1]7 L)) L

/ /27017 L] HEE

/ /12010]1]7 HEEEE (T 1]

/ /12010]1]7 HEEEE [ T[]

/ /12010]1]7 HEEEE (T 1]

/ /12010]1]7 HEEEE (T 1]

/ /27017 L] HEE

/ /12010]1]7 HEEEE (T 1]

* The goal is to process batches of 10 samples. For batches that consist out of less than 5 samples no timing procedures are required.

Signature investigator: Date (DD/MMM/YYYY): ‘ ‘ ‘/‘ ‘ ‘ ‘/‘ ‘ ‘




RF 05: Mini-FLOTAC examination NS |58 ms Study: OPP1120972
Date of examination DD/MMM/YYYY): [T 1, T 1/[2 o 17 | | Baseline [ | Follow up
subjecip | Yumberaf | Numberof | Namberaf | Time @ read the | ntlsofthe | ol preervaion
(XXXX) XXXX) | (XXX) eggs (XXX) | device (minisec) | (XXX)

BRCTDVCELD) ) (e | col-Col | il Yes | | No
BRCTDVCELD) ) (e | col-Col | il Yes | | No
BRCTDVCELD) ) (e | col-Col | il Yes | | No
BRCTDVCELD) ) (e | col-Col | il Yes | | No
BIRLT DL R | cod-Ch) | L] Yes | | No
BIRCT DL Ly e | cod=Ch) | L Yes | | No
BIRCT DL Ly e | cod=Ch) | L Yes | | No
BIRCT DL Ly e | cod=Ch) | L Yes | | No

*During baseline examination, only stool samples found to contain at least 13 eggs on duplicate Kato-Katz or at least 15 eggs on Mini-FLOTAC
for at least one of the three STH need to be preserved. During follow-up examination, all samples need to be conserved (See SOP 11).

Signature investigator: Date (DD/MMM/YYYY): \ \ \/\ \ \ ‘/‘ ‘ ‘ ‘ ‘




RF 06: Mini-FLOTAC Quality Control NS | 3l8Ems Study: OPP1120972

Date of Quality Control (DD/MMM/YYYY): | | |/ | [ |/[2]0]1]7]
Number of Ascaris eggs Number of Trichuris eggs Number of Hookworm eggs Initials of
Subject ID (X ) (XXX) (XXX) t;::: l22}“1s °
(XXJXXX) Quality First Meeting | Quality First Meeting | Quality First Meeting examiner
control lasm quality control e;asm quality control exam quality (XXX)
exam. exam. criteria* | exam. ’ criteria* | exam. ’ criteria*
R o o |2 e oo oo | e oo o | B Y| oo
I:l No I:l No |:| No
[ T o | | e o | | e
|:| No |:| No |:| No
R o o |2 e oo oo e oo o B | oo
|:| No |:| No |:| No
[ T o | | e o | | e
|:| No |:| No |:| No
Comments:

*No false negatives/positives; difference in egg counts: <10 eggs difference when the total number of eggs counted <100 eggs (not eggs per
gram of stool, but number of eggs counted under the microscope) or < 20% when more than 100 eggs are counted. If sample does not meet these
quality criteria, please follow the protocol described in SOP 10.

Signature investigator: Date OD/MMM/YYYY) | | |/ [ | ]/ | | ||




RF 07: FECPAK®* Preparation

Date of preparation (DD/MMM/YYYY): ‘ ‘ ‘ /‘ ‘ ‘ ‘ /‘ ‘ ‘ ‘ ‘

NS 58 ms Study: OPP1120972

A) Preparation of the samples

(Day 1): Mix 3g of stool with water in
Fill-FLOTAC, transfer to sedimenter, add

B) Completing submission forms.
Create one submission per batch and add
the number of samples to be processed to

water to the “water”-line, close the the sample list. Comments
Batch ID Number of sedimenter, invert 3 times to mix sample (SOP 08, section 4.1.2)
BXXX samples (XX) | and put aside for overnight sedimentation.
( ) : .

(min 5, max 10)* | (qOP 08, section 4.1.1).
Ti . Initials of the lab Ti .. Initials of the lab
ime (min:sec) technician (XXX) ime (min:sec) technician (XXX)

B[ [ ]| [ ] L)L 11 L)L 11
B[ [ ]| [ ] L)L 11 L)L 11
B[ [ ]| [ ] L 11 HEHEE 11
B[ [ ]| [ ] L)L 11 L)L 11
* The goal is to process batches of 10 samples. For batches that consist out of less than 5 samples no timing procedures are required
Signature investigator: Date (DD/MMM/YYYY): ‘ ‘ ‘ / ‘ ‘ ‘ ‘ / ‘ ‘ ‘ ‘




RF 07: FECPAK®? Preparation NS 1508 ms Study: OPP1120972

Date of preparation (DD/MMM/YYYY): ‘ ‘ ‘ / ‘ ‘ ‘ ‘ / ‘ ‘ ‘ ‘ ‘
C) Preparation of the cassettes D) Image capture.
(Day 2): Decant sedimenters, add saline Initiate software, select correct Sample,
to “saline”-line, transfer to cylinder and click add images, insert cassette into the

insert sieves. Invert 3 times and fill first Micro-I and follow the instructions on the
well of the cassette. Invert cylinder again | Screen.

3 times and fill second well of cassette. (SOP 08, section 4.2.2).

(SOP 08, section 4.2.1).

Comments
Batch ID Number of

samples (XX)

(min 5, max 10)*

Initials of the lab Initials of the lab

Time (min:sec) technician (XXX) Time (min:sec) technician (XXX)

(T[T L] (T7:[T] L]

H|H|d|d

(T[T L] (T7:[T] L]

* The goal is to process batches of 10 samples. For batches that consist out of less than 5 samples no timing procedures are required.

Signature investigator: Date (DD/MMM/YYYY): ‘ ‘ ‘/‘ ‘ ‘ ‘/‘ ‘ ‘ ‘




RF 08: FECPAK®“? examination

Date of examination (DD/MMM/YYYY):

VAVaEH:
worms

L[ r[2fof1]7]

Study: OPP1120972

D Baseline D Followup

SAMPLE ID Number of Number of Number of Time needed Initials of
(XXXXXX) Ascaris eggs Trichuris eggs | Hookworm for.markup the examiner | Comments
(XXXX) (XXX) eggs (XXX) (min:sec) (XXX)
HEE NN BN HEE NN NN
HEE NN BN HEE NN NN
BN L[] L[] HEE NN NN
HEE NN BN HEE I EENEEE NN
HEE NN BN HEE NN NN
HEE NN BN HEE NN NN
BN L[] L[] HEE NN NN
HEE NN BN HEE NN NN
HEE NN BN HEE NN NN
BN L[] L[] HEE NN NN
Signature investigator: Date (DD/MMM/YYYY) ‘ ‘ ‘/‘ ‘ ‘ ‘/‘2 ‘ 0‘ 1 ‘ 7‘




RF 09: FECPAK®? Quality Control

Date of quality control (DD/MMM/YYYY):

L]

ave

star
worms

Study: OPP1120972

U-Ghent use only

Subject ID | Number of Ascaris eggs Number of Trichuris eggs Number of Hookworm eggs Initials of
(XXXXX) | (XXXX) (XXX) (XXX) the 2"
Quality First Meeting | Quality | First Meeting | Quality | First Meeting gg(n;(l;l er
control exam. quality control exam. quality control exam. quality
exam. criteria® | exam. criteria® | exam. criteria*®
|:| Yes |:| Yes |:| Yes
L P e HEERE HEERE ([ T]
|:| No |:| No |:| No
|:| Yes |:| Yes |:| Yes
HNEEEEEEEEpIEEEE HEERE HEERE ([ T]
|:| No |:| No |:| No
|:| Yes |:| Yes |:| Yes
L P e HEERE HEERE ([ T]
|:| No |:| No |:| No
|:| Yes |:| Yes |:| Yes
L P e HEEIE HEEIE L[]
|:| No |:| No |:| No
Comments:

*No false negatives/positives; difference in egg counts: < 10 eggs difference when the total number of eggs counted < 100 eggs (not eggs per
gram of stool, but number of eggs counted under the microscope) or <20% when more than 100 eggs are counted. If sample does not meet
these quality criteria, please follow the protocol described in SOP 10.

Signature investigator:

Date D/MMM/YYYY) [ [ 1/ T T 1/[ T T T




TRF 01: Data entry of baseline demographics AVAL s Study: OPP1120972

Number of . Time needed to enter Initials of

Data entry ID Date of data entry samples for which baseline demographics | person entering

(DXXX) (DD/MMM/YYYY) d?{fl?nvlvg‘s_;‘;;esﬂ)‘;d data the data Comments

(XX) (hh:min:sec) (XXX)
o T T ]|/ E T )/2lefaf7] | [LL] HEREEHEN L]
o T T ]|/ I/2lefaf7] | [L] HEREEHEN L]
o [ [ J\L LI/ Js2foftf7] | [[] HEEREEREN (1 1]
o [ [ J\L LI/ 1T Js2foftf7] | [[] HEEREEREN (1 1]
o [ [ J\L LI/ Js2foftf7] | [[] HEEREEREN (1 1]
o T T ]|/ I/2lefaf7] | [L] HEREEHEN L]
o T T ]|/ I/2lefaf7] | [L] HEREEHEN L]
o T T ]|/ I/2lefaf7] | [L] HEpEEREN L]
o T T ]|/ I/2lefaf7] | [L] HEREEHEN L]
o [ [ J\L LI/ 1T Js2foftf7] | [[] HEEREEREN (1 1]

Signature investigator : Date OD/MMM/YYYY) | [ |/ | | |/ [ [ ||




TRF 02: Data entry of Kato-Katz results NS 15085 ms Study: OPP1120972
Data entry Date of data entry The number Baseline (BL) | Time to enter Kato- | Initials | Comments
ID (DD/MMM/YYYY) of samples for | or Follow-up Katz results of
(DXXX) which data (FU) data? (hh:min:sec) person
was entered entering
(min10 — max 50) data
(XX) (XXX)
(o] [ [ JJ L[ J/] | /[2]0]1]7] HERN - IEENEE RN
(o] [ [ JJ L[ J/] | /[2]0]1]7] HERN AN
(o] [ [ J|L [ J/] |/ [2]0]1]7] HER - AN
(o] [ [ Jj L1 /] | /[2]0]1]7] HEN A AN N
(o] [ [ JJ L[ J/] | /[2]0]1]7] HERN AN
(o] [ [ JJ L[ J/] | /[2]0]1]7] HERN AN
(o] [ [ J|L [ J/] |/ [2]0]1]7] HER - AN
(o] [ [ Jj L1 /] | /[2]0]1]7] HEN A AN N
(o] [ [ JJ L[ J/] | /[2]0]1]7] HERN AN
(o] [ [ JJ L[ J/] | /[2]0]1]7] HERN AN
Signature investigator: Date (DD/MMM/YYYY) ‘ ‘ ‘/‘ ‘ ‘ ‘/‘ ‘ ‘ ‘ ‘




TRF 03: Data analysis and reporting

NI star
worms

Study: OPP1120972

Dat Ivsi Time t Ivse dat Initials of
/ ata altl.a ysllls) Date of data analysis or reporting of me tO anz;tyse A or | Herson Task P ellﬂi‘ofrmed. - i
(ggg gD | results (DD/MMM/YYYY) :ﬁfl";;esu S performing Slgerfg;ﬁng)"r more info on data analysis
‘min:sec) task (XXX)
HEERNaEEN NN L]
NN ER NN | L]
NN ER NN | L]
HEERNaEEN NN L]
NG ER NN | L]
NN ER NN | L]
AL L r Ly ] NN L]
Comments:
Signature investigator: Date (DD/MMM/YYYY) | L]
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